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DETAILED ACTION 

Claims 1-12 are under examination on the merits. 

Claim Objections 

Claims 1-7 are objected to because of the following informalities: Said claims 
recite the term "hybridising" in English rather than American. Since the instant patent 
application is an American Application it is requested to substitute said term with 
"hybridizing". Appropriate correction is required. 

Priority 

It is noted that applicant has claimed and is entitled to foreign priority, However 
the certified copies of foreign patent is not currently of record. Applicant is requested to 
possibly provide a copy of certified foreign patent to which priority is claimed, in 
response to this office action. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 12 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Said claim depends from itself. 

Claims 1-8, 10-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The term "stringent conditions" in claim 1 (and its 
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dependent claims 2, and 10-12), claims 4, 5, 6, and 7 is unclear. Applicant has provided 
some examples of hybridizing conditions in page 5 of the disclosure but has failed to 
provide a specific definition for said term. In the absence of a specific definition for said 
term the skilled artisan does not know which salt and temperature conditions to use in 
order to obtains claimed polynucleotides. 

Claims 2-7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. It is unclear as to what is a fragment of fragment of 
polynucleotide of claim 1(a) in dependent claims 2-7. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-12 rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for isolated polynucleotide consisting of or 
comprising SEQ ID NOI:1 , does not reasonably provide enablement for any of the 
following: 

(a) variants or fragments of SEQ ID NO:1 with no function and bacteria 
comprising said products (see claim 1, 11-12). 

(b) 50%-97% homologs of SEQ ID NO:1 with no function and bacteria 
comprising said products (see claim 1, 7, 11-12). 
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(c ) nucleotides that hybridize to SEQ ID NO:1, fragments, homologs and 
variants thereof under "stringent conditions" with no function and bacteria comprising 
said products (see claim 1,11-12). 

(d) probes comprising at least 5 or more contiguous nucleotides of SEQ ID NO:1, 
fragments, variants and homologs thereof with no function (see claim 8) . 

(e) a recombinant DNA comprising or consisting of any polynucleotides listed as 
(a)-(d) above with no function (see claim 10) . 

The criteria for undue experimentation, summarized in re Wands, 8, USPQ2n 1400 
(Fed. Cir. 1988) are: 1) the quantity of experimentation necessary, 2) the amount of 
direction or guidance presented, 3) the presence and absence of working examples, 4) 
the nature of the invention, 5) the state of prior art, 6) the relative skill of those in the art, 
7) the predictability or unpredictability of the art, and 8) the breadth of the claims. 

The disclosure fails to teach which residues of SEQ ID NO:1 must be retained in 
products listed as (a)-(e) above such that said products retain 16S ribosomal RNA 
function. No examples of such residues are provided either. Current state of prior art 
indicates that once more than 5-6 bases of a DNA sequences encoding a full-length 
polypeptide is substituted, deleted, inserted etc. said variant is not longer necessarily 
capable of encoding a product with the same function as said full-length polypeptide( or 
more specifically is no longer capable of localizing bacteria which associate with E. 
turbinata). 

Therefore, due to lack of sufficient guidance and examples provided and due to 
unpredictably of the prior art as to which residues of SEQ ID NO:2 are in charge of 
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assigning function to its expression product one of skill in the art has to go through the 
burden of undue experimentation in order to screen for those products that retain full- 
length 16S ribosomal expression product function (i.e. localization of bacteria which 
associate with E. turbinata) and as such the claims go beyond the scope of the 
disclosure. 

Since products of claim 1 are not enabled bacteria comprising them (claims 11- 
12 ) are not enabled either. 

Claims 1-12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claims 1 (and its dependent claims 4-7 and 
11) claim 8 (and its dependent claim 9) and claim 10 are directed to the following 
genera of products which are merely defined by structure. 

(a) a genus of variants or fragments of SEQ ID NO:1 with no function and 
bacteria comprising said products (see claim 1, 11-12). 

(b) a genus of 50%-97% homologs of SEQ ID NO:1 with no function and 
bacteria comprising said products (see claim 1, 7, 11-12). 

(c ) a genus nucleotides that hybridize to SEQ ID NO: 1, fragments, homologs 
and variants thereof under "stringent conditions" with no function and bacteria 
comprising said products (see claim 1,11-12). 
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(d) a genus probes comprising at least 5 or more contiguous nucleotides of SEQ 
ID NO:1, fragments, variants and homologs thereof with no function (see claim 8) . 

(e) a genus of recombinant DNA comprising or consisting of any polynucleotides 
listed as (a)-(d) above with no function (see claim 10) . 

The specification does not contain any disclosure of the function of all DNA 
sequences listed as (a)-(e) above. The genera of cDNAs that comprise these above 
cDNA molecules is a large variable genera with the potentiality of encoding many 
different proteins or localizing many different symbiotic bacteria. Therefore, many 
functionally unrelated DNAs are encompassed within the scope of these claims, 
including partial DNA sequences. The specification discloses only a single species of 
each claimed genus (namely SEQ ID NO: 1) which is insufficient to put one of skill in the 
art in possession of the attributes and features of all species within the claimed genus. 
Therefore, one skilled in the art cannot reasonably conclude that the applicant had 
possession of the claimed invention at the time the instant application was filed. 

Applicant is referred to the revised interim guidelines concerning compliance with 
the written description requirement of U.S.C. 1 12, first paragraph, published in the 
Official Gazette and also available at www.uspto.gov . 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-12 are rejected under 35 U.S.C. 102(b) as being anticipated by Moss et 
al. (Database Genembl, Accession No.AY054370 submitted 30, Aug 2001). Moss 
teaches an isolated recombinant polynucleotide sequence that has 100% identity to 
SEQ ID NO:1 of this invention, anticipating claims 1-7 and 10 and its sequence does 
comprise of more than 30 contiguous nucleotides of SEQ ID NOI:1, anticipating claims 
8-9. Moss also teaches that Ecteinascidia turbinata is the specific host of said 
sequence. Since said sequence is not endogenous to said host it follows that said 
sequence must originate from an outside invading bacterial source which by inherency 
is Candidatus Endoecteinascidia frumentensis, anticipating claims 11-12 of this 
invention. 

Claims 1,8-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mabilat et al. (U.S. Patent No. 5,976,791, 11/1999). Mabilat teaches a polynucleotide 
sequence (see SEQ ID NO:53 in the attached sequence alignment) that displays 66.2% 
identity to SEQ ID NO:1 of this invention, anticipating claim 1 and 10). Mabilat's 
sequences does comprise more than 30 contiguous bases of SEQ ID NO:1 , 
anticipating claims 8-9. 

No claims is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maryam Monshipouri whose telephone number is (571) 
272-0932. The examiner can normally be reached on 7:00 a.m to 4:30 p.m. except for 
alternate Mondays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Weber Jon P. can be reached on (571) 272-0925. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Man/am Monshipouri Ph.D. 
Primary Examiner 
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